b.) Remarks 

Claim 1 has been amended in order to recite the present invention with the 
specificity required by statute and claims 19 and 21 are amended to correct word 
processing errors. Additionally, claims 14, 26 and 27 are cancelled and new claims 80-87 
are presented in order to more specifically recite various preferred embodiments of the 
present invention. Claims 15, 18, 19, 21, 23, 24, 56, 57 and 72 are amended to correct 
their dependency. No new matter has been added. 

The Examiner has objected to the drawings as stated on the Notice of 
Draftsperson's Patent Drawing Review. In response, corrected formal drawings were filed 
on March 31, 2006 together with a Petifion for Extension of Time. 

Claims 1, 14, 15, 18-24, 26, 27, 72, 74 and 75 are rejected under 35 U.S.C. 
§112, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. In particular, 
the Examiner questions what is meant by "culturing under non aggregation conditions". In 
response, that term has been amended to read without forming an embryoid body in 
conformity with specification page 38, lines 22-27. 

At page 3 of the Office Action, the Examiner notes Applicants: 

argue[d] addition of BMP-4 was only optional, however the 
claims did not say optional and because it was an elected 
species it was considered to be part of the elected invention 
as a specific factor to be added. Further, it is noted that the 
claims that specifically recite the addition of other features 
have been cancelled, and only the embodiment of culturing 
with stromal cells is present in the claims and no additional 
"optional" steps are provided in the present claim set. 



In response, Applicants respectfully wish to clarify that BMP-4 is not 
"optional" in the species selected for search but was optional in the independent claims 
which did not explicitly recite such feature. Nonetheless, solely in order to reduce the 
issues and expedite prosecution herein, claim 1 has been amended to recite culturing in the 
presence of BMP-4. 

Claims 1, 14, 15, 18-24, 26, 27, 72, 74 and 75 are rejected under 35 U.S.C. 
§112, first paragraph, because the Examiner contends the specification does not reasonably 
enable (i) use of stromal cells generally, nor providing (ii) a neural stem cell or^ (iii) a 
nerve cell. Li response, claim 1 has been amended to specify that a neural crest cell or 
neural tube cell is produced by differentiating an embryonic stem cell into an ectodermal 
cell, and subsequently culturing the ectodermal cell. As to the comment that use of stromal 
cells generally is not enabled, such is not well-understood. Applicants have not stated and 
do not contend there is anything particularly special or required concerning MC3T3- 
G2/PA6 stromal cells. If the Examiner is aware of contrary knowledge, then he is 
respectfully requested to provide an Examiner's Affidavit under MPEP 2144.03 in the next 
Patent Office communication. 

The Examiner also states it is necessary to deposit MC3T3-G2/PA6 and to 
aver compliance with the terms of the Budapest Treaty for the same. Aside from the fact 
that (i) such is commercially available fi-om the RIKEN BioResource Center (see product 
data sheet attached at Tab A), Applicants further wish to point out (ii) they already averred 
to the availability of the KM1310-producing hybridoma cell line deposited as PERM BP- 



This subject matter is recited in new claim 81, which also recites that the neural stem cell is stained 
by anti-nestin antibody. 
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7573 (see specification page 120, line 34 to page 121, line 4) in their July 16, 2003 
Amendment. A copy of that Declaration is attached at Tab B 



In view of the above amendments and remarks, Applicants submit that all of 



the Examiner's concerns are now overcome and the claims are now in allowable condition. 
Accordingly, reconsideration and allowance of this application is earnestly solicited. 

Claims 1, 15, 18-24, 56, 57, 72 and 74-87 remain presented for continued 

prosecution. 

Applicants' imdersigned attomey may be reached in our New York office 
by telephone at (212) 218-2100. All correspondence should continue to be directed to our 
below Usted address. 



FITZPATRICK, CELLA, HARPER & SCINTO 
30 Rockefeller Plaza 
New York, New York 101 12-3801 
Facsimile: (212)218-2200 

LSP\ac 



NY_Main 566836_1 



Respectfully submitted, 




Lil^T^Ke S. Perry 
Attomey for Applicants( 
Registration No. 3 1 ,865 
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PATENT APPLICATION 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re Application of: 

YOSHIKI SASAI, ET AL. 

Application No.: 09/855,587 

Filed: May 16,2001 ) 

For: NOVEL DIFFERENTIATION ) 

INDUCING PROCESS OF : 

PROCESS OF EMBRYONIC STEM ) 

CELL TO ECTODERMAL CELL : 

AND ITS USE ) 

Commissioner for Patents 
Washington, D.C. 20231 

NOTICE RE DEPOSIT OF MICROORGANISMS 

Sir: 

The above-identified application discloses a cell line which has been 
deposited with the National Institute of Advance Industrial Science and Technology under 
the following designation: 

Accession Number: PERM BP-7573 

The deposit has been made with the National Institute of Advance Industrial 
Science and Technology under the terms and conditions of the Budapest Treaty. A copy of 
the International Receipt form is attached. Access to the deposit will be accorded to the 
Assistant Commissioner upon request and any restrictions upon availability to the public 
will be irrevocably removed upon granting of any patent issuing on this application or any 
continuation, divisional or continuation-in-part applications. Maintenance of the deposit is 
assured for periods of time as specified in the Budapest Treaty. 

Kyowa Hakko Kogyo Co., Ltd. will replace the cultures if any should 
become non- viable for a period of at least five (5) years after the most recent request for 



: Examiner: Thaiann Ton 

: Group Art Unit: 1632 
) 



the furnishing of a sample of deposited microorganism, for a period of at least thirty (30) 
years after the date of deposit or for the enforceable life of such patent, whichever is 
longer. 



knowledge are true and that all statements made on information and belief are believed to 
be true; and further that these statements were made with the knowledge that willful false 
statements and the like so made are punishable by fine or imprisonment, or both, under 
Section 1001 of Title 18 of the United States Code and that such willful false statements 
may jeopardize the validity of the application or any patent issuing thereon. 



The undersigned declares that all statements made herein of his ovm 




Date: March 24 , 2003 



NY_MAIN 330791 v1 
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BUDAPEST TREATY ON THE INTERNATIO- 
NAL RECOGNITION OF THE DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT PROCEDURE 

RECEIPT IN THE CASE OF AN ORIGINAL 
DEPOSIT 

issued pursuant to Rule 7.1 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified at the bottom of this 
page. 
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